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MEMORANDUM OPI NI ON

This matter comes before the Court on defendants’ notion to
amend the Court’s July 30, 1998 Order Ganting Summary Judgnent
and Permanent Injunction. On February 16, 1999, the Court

granted defendants’ notion in part and denied it in part;? the

Jane E. Henney, M D., Conmissioner of the FDA, is
automatically substituted for former Acting Conmm ssioner M chael
Friedman, pursuant to Federal Rule of G vil Procedure 25(d).

The Court anended the Order Granting Judgnent and Per manent
I njunction to clarify its application only to drugs and devi ces
approved by the FDA for sone use. The Court deni ed defendants’
request, however, to limt the order’s applicability to the three
Gui dance Docunents enbodying the FDA's policies at the tinme of
the July 30, 1998 decision. The Court held that its decision
decl ared unconstitutional the underlying FDA policies, not nerely
t he Gui dance Docunents. See WLF v. Friednman, 36 F. Supp. 2d 16,
19 (D.D.C. 1999).




Court al so requested that the parties submt supplenental briefs
addressing “the issues raised by the recently effective FDAVA

[ Food and Drug Adm nistration Mdernization Act] and its

i npl enenting regulations,” in light of this Court’s July 30, 1998
ruling striking down several FDA policies as unconstitutional.
Upon consi deration of the plaintiff’s and defendants’

suppl emental briefs, the record in this case, and the applicable
law, the Court will deny the defendant’s notion to anmend insofar
as it seeks to exclude the FDAMA fromthe scope of the July 30,
1998 order, and anmend the order to reflect the
unconstitutionality of the FDAVA and its inplenenting

regul ati ons.

| . BACKGROUND
The facts of this case are set forth in detail in the

Court’s July 30, 1998 nenorandum opinion. See WLF v. Friednan,

13 F. Supp. 2d 51 (D.D.C. 1998). In that decision, the Court
granted sunmary judgnent agai nst the defendants, holding that the
FDA was violating the First Anmendnent rights of plaintiff’'s
menbers by unduly Iimting the manner in which drug nmanufacturers
may di ssem nate information relating to unapproved--or “off-

| abel "--uses of FDA-approved drugs.?

At the tinme of this Court’s July 30, 1998 decision, the

3As in the Court previous opinions in this case, the term
“drug” refers both to drugs and devices regul ated by the FDA
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FDA' s unconstitutional policies were enbodied in three CGui dance

Docunments regul ating the dissem nation of journal articles and

reference texts and manufacturer support of continuing nedical

education (CME) activities. However, as the Court anticipated

its July 30, 1998 decision, the CGuidance Docunents were

super seded on Novenber 21, 1998 by the Food and Drug

Adm ni stration Mderni zation Act (and inpl enmenting regul ations
i ssued by the FDA). The provisions of the FDAMA perpetuate in

part and nodify in part the policies contained in the Guidance

Docunents. |In particular, the FDAMA permts a drug manufacturer

to dissem nate journal articles and reference texts only under

certain conditions, including the follow ng:

1. The drug nust be the subject of an approved application

or otherwi se |awfully marketed.

2. The dissem nated information nust be unabridged, not

fal se or m sl eading, and not pose a significant risk to the

public health

3. The information nust not be derived fromclinical

research by anot her manufacturer w thout that nmanufacturer’s

perm ssi on.

4. The manufacturer nmust submt an advance copy of the
information to be dissem nated to FDA al ong with any
clinical trial information and reports of clinical

experi ence.



5. The manufacturer nust submt a supplenental new drug
application for the off-label use or have certified that
such an application will be submtted within the applicable
statutory deadline, unless the Secretary determ nes that the
manuf acturer is exenpt fromthis requirenent because a) such
suppl enmental application woul d be prohibitively expensive or
b) it would be unethical to conduct the necessary studies.
6. The dissem nated information nust include a prom nent
di sclosure that a) the material concerns an off-1|abel use
not approved by the FDA;, b) the material is dissem nated at
t he manufacturer’s expense; c) identifies the authors of the
informati on that have recei ved conpensation from or have
financial interests in the manufacturer; d) includes the
product’s current approved | abeling; e) includes a statenent
that there exist products approved for the particul ar
intended use (if applicable); f) identifies the person
providing funding for a study of the off-1|abel use; and Q)
gi ves a bi bliography of other scientific articles concerning
the off-1| abel use.
7. The manufacturer must prepare and submt sem -annually
to the FDA lists of the articles and reference publications
di ssem nated and the categories of recipients.

See Defs.’ Suppl. Meno. at 7-8; 21 U.S.C. 8§ 360aaa. The

plaintiff objects to nost of these requirenents (nost forcefully



to the last four) as unconstitutional and inconsistent wth this
Court’s July 30, 1998 order and injunction. Defendants contend
that, to the extent the FDAMA is inconsistent wwth the July 1998
order, the Court should anend that order to exclude fromits
scope the FDAMA and its inplenenting regul ations.

On February 16, 1999, this Court deni ed defendants’ notion
to anmend the judgnent insofar as it sought to limt the
applicability of the July 30, 1998 order solely to the Qui dance
Docunents in effect at the time the order was issued, rather than
to the underlying policies contained in those docunents. See 36
F. Supp. 2d at 19. That decision squarely raised for the Court’s
consideration the issue of the FDAMA's validity in light of the
July 30, 1998 judgnent and injunction. Preferring to address
that issue with due deliberation after hearing from both sides,
the Court requested supplenental briefs fromthe parties
specifically addressing the FDAMA and its inplenenting
regul ations. Based on that briefing, the Court now hol ds that
the FDAMA | argely perpetuates the policies held unconstitutional
by the Court on July 30, 1998 and therefore may not be applied or
enforced by FDA. Defendant’s notion to anmend the Order G anting
Summary Judgnent and Permanent Injunction will be denied in
rel evant part, although the Court will anend the order sua sponte
to reflect the Court’s determnation that the FDAVA and its

i npl ementing regul ati ons are unconstitutional.



I'1. DI SCUSSI ON

As an initial matter, it may be hel pful nore clearly state
the issue before the Court today. Read in the nbst narrow sense,
def endants’ notion could be viewed as sinply a Rule 60 notion to
anmend the | anguage of the July 30, 1998 order to exclude the
FDAMA from the scope of the permanent injunction. Fromthis
perspective, the issue before the Court would be sinply the
extent to which the provisions of the FDAMA are covered by the
injunction and, if covered, whether the injunction should be
amended to exclude them This articulation of the issue is,
however, unduly narrow.

As reiterated in this Court’s decision of February 16, 1999,
the principal issue in this case has al ways been whet her the FDA
has unconstitutionally burdened plaintiff’s First Amendnent
rights. The FDAMA and its inplenmenting regul ations have al tered,
to sonme extent, the FDA's policies regarding the dissem nation of
articles and texts relating to off-1abel uses. The true issue in
controversy on the present notion, therefore, is whether the
changes in FDA policy effected by the FDAMA have brought the FDA
into conpliance with the First Amendnent. In other words, is the
FDA unconstitutionally burdening free speech today? This
question requires that the Court consider the defendants’ notion
as one for reconsideration in light of recent changes in the

controlling | aw



Upon review, the Court is persuaded that the decisions of
July 30, 1998 and February 16, 1999 did and do correctly state
the law applicable to this case, and the Court incorporates its
prior review of the caselaw without repeating it here. The
question before the Court, therefore, is whether the FDA s
policies as currently enbodied in the FDAMA* are unconstitutiona

under the |legal standard stated by the Court in those decisions.

A. The Central Hudson Test Applies

As in its previous decision of July 30, 1998, the Court w |
anal yze the constitutionality of the FDA's policies (as now
contained in the FDAMA) under the four-prong inquiry articul ated

by the Suprenme Court in Central Hudson Gas & Electric Corp. V.

Public Service Conmm ssion of New York, 447 U.S. 557 (1980), for

judicial review of commercial speech regulations. Under Central
Hudson, the court |looks first to determ ne whether the speech at
issue is false or inherently msleading. If the speech is

trut hful and nonm sl eadi ng, the governnment nust denonstrate a
substantial interest that is directly advanced by the regul ation
W t hout burdeni ng substantially nore speech than necessary. See

id.

“As defendants note in their supplenental nmenorandum the
FDA regul ations issued pursuant to the FDAMA, whil e adding sone
detail to the | anguage of the FDAMA, do not differ materially
fromthe act itself. For ease and clarity, the Court will refer
only to the act from here forward.
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Bef ore applying the Central Hudson anal ysis, however, one

prelimnary issue should be disposed of. Defendants nake the
argunent in their supplenental briefs that the Court should not
apply First Amendnent commercial speech scrutiny to the FDAVA
because, in defendants’ words, the act “affirmatively permts”
speech so long as it conplies wth the requirenents of the
statute. This is, of course, preposterous. The First Amendnent
is prem sed upon the idea that people do not need the
governnment’s perm ssion to engage in truthful, nonm sl eadi ng
speech about |awful activity. To give an extrenme and obvi ous
exanpl e, the governnment could not justify a law crimnalizing
criticismof the governnent on the theory that such a | aw woul d
“affirmatively permt” pro-governnent speech. Neither can the
FDA escape judicial review of its speech restrictions on the
theory that they “permt” speech that conplies with the FDA s
wi shes.

That said, the Court will turn to its Central Hudson

anal ysi s.

*The Court is simlarly unpersuaded by the argunent that the
FDAMA “privil eges” the speech at issue by guaranteeing that it
wi Il not be considered evidence of m sbranding by the
manuf acturer, so long as it conplies with the statutory
requi renents. Even if the FDA would be justified in bringing
m sbrandi ng charges on the basis of such speech, that power
cannot justify the FDAMA's restrictions on commercial speech.

See 44 Liquormart, Inc. v. Rhode Island, 517 U S. 484, 511-12
(1996) (rejecting “greater power includes the | esser power”
argunent) .




B. The Speech is Neither Unlawful Nor | nherently

M sl eadi ng

First, the Court reiterates its prior holding that the
speech at issue here is neither false nor inherently m sl eading.
See 13 F. Supp. 2d at 66-67. It is a difficult contention indeed
that the nedical and scientific articles and reference texts at
issue in this case are “inherently msleading.” To the contrary,
t he defendants thensel ves admt to the inportance of ensuring the
availability of such information to physicians and health care
provi ders making prescription and treatnent decisions. Rather,

t he defendants argue that the manufacturers’ dissen nation of
such information is likely to be m sl eadi ng because manufacturers
have an incentive to dissemnate information that presents their
drugs only in a positive light, omtting negative information and
failing to provide the “bal ance” that the FDA would prefer.

This argunent nmust fail, for at |east two reasons previously
stated by the Court. First, “potentially m sleading” speech is
not proscribable under the First Amendnent. See id. The FDA may
not restrict speech based on its perception that the speech
could, may, or mght mslead. Rather, for the protections of the
First Amendnent to fall away, the governnent nust denonstrate
that the restricted speech, by nature, is nore likely to m sl ead
than to inform see id., a denonstration which the defendants

have not nmade here. Second, defendants’ true perception of the



speech at issue here is revealed by their attitude toward the
sane speech di ssem nated under other circunstances. See id. at
67. For exanple, defendants have no concern over the exchange of
article reprints and reference texts anong physicians; nore
telling, defendants do not even object to a manufacturer

provi ding such information to a health care provider upon such
person’s request. See id. Only when the manufacturer initiates
t he exchange does the FDA choose to | abel the speech false or

i nherently m sl eading. The Supreme Court has recently addressed
this situation with the foll ow ng observation: “Even under the
degree of scrutiny that we have applied in comrerci al speech
cases, decisions that select anbng speakers conveying virtually
identical nmessages are in serious tension with the principles

undergirding the First Arendnent.” G eater New Ol eans Broad.

Assoc. v. United States, 119 S. C. 1923, 1935 (1999).

C. The Governnent Has A Substantial |nterest

Inits July 30, 1998 decision, this Court identified two
governmental interests at issue in this case: 1) ensuring that
physi ci ans receive accurate and unbi ased i nformati on upon which
to make prescription decisions, and 2) encouraging drug
manuf acturers to seek FDA-approval of off-label uses. The Court

found the first of these interests unavailing and the second
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substantial, a determ nation that the Court reaffirns today.?®

However forcefully the FDA argues the need to ensure a
“bal anced” flow of information to health care providers, the
position articulated by this Court inits July 30, 1998 opinion
remains true. The governnent, however benign its notivations,
sinply cannot justify a restriction of truthful nonm sl eadi ng
speech on the paternalistic assunption that such restriction is
necessary to protect the listener fromignorantly or
i nadvertently msusing the information. See 13 F. Supp. 2d at
69- 70 (and cases cited therein). As the Court noted previously,
this axiomis particularly powerful where the recipient of
information is a sophisticated |istener trained extensively in
t he use of such information--as are the doctors and other health
care providers in this case. To the extent that the policies
contained in the FDAMA are prem sed on the FDA's goal of
protecting health care providers from m susing truthful
nonm sl eading i nformation, those policies violate the First
Amendnment .

The second interest advanced by defendants, and accepted by
the Court in its previous ruling, is that of encouragi ng

manuf acturers to seek FDA approval of uses not yet on the | abels

®Bot h of these interests, of course, are derivative of the
government’s recogni zed interest in protecting and pronoting the
public health, an interest of particular inportance to the FDA
For purposes of a Central Hudson anal ysis, however, a nore narrow
definition of interests is nore hel pful.
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of their products. Congress has determ ned that nmandatory FDA
approval of all drug uses benefits the public health, and absent
a showi ng of unsupportabl e paternalismsuch as that rejected
above or sone other essential flaw, the Court accepts Congress’s
judgnent on this matter. The Court reaffirnms its concl usion that
t he governnent has a substantial interest in encouraging drug

manuf acturers to seek approval of off-1abel uses.

D. Only One of the Policies Contained in the FDANMVA

Directly Advances the Substantial Governnent |nterest

in Encouraqgi ng Manuf acturers to Seek FDA Approval of

Of-1abel Uses

The FDAMA contains many provisions restricting manufacturer-
sponsored di ssem nation of articles and reference texts. The
majority of these provisions (for exanple, that requiring
attachnment of a bibliography of related information) directly
advance the FDA's stated goal of ensuring that physicians receive
accurate and bal anced i nformation. As expl ai ned above, however,
that is not a substantial interest that mght justify the FDA s
restrictions on speech.

In contrast, only one requirenent of the FDAMA can be said
to directly advance the substantial governnental interest in

encour agi ng suppl enental drug applications.” The FDAMA states

The argunent coul d perhaps be nade that the other
provi sions of the FDAMA al so encourage suppl enental applications
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that a manufacturer may dissem nate information on off-1|abel uses
only if it has nmet one of the followng three requirenents: 1) it
has submtted a suppl enental application for approval of the off-
| abel use, 2) it has certified to the FDA that such suppl enenta
application will be forthcom ng as provided in the statute, or 3)
the Secretary has determ ned that the manufacturer is exenpt from
this requirenment because the suppl enental application would be
economcally prohibitive or would require unethical studies. See
21 U.S.C. §8 360aaa-3(d). It is abundantly clear that this

requi renent directly advances the interest in encouragi ng

suppl enental applications. Indeed, any nmanufacturer that w shes
to dissemnate article reprints or reference texts (on its own
initiative) has no choice but to submt a suppl enental

appl i cation.

E. The Suppl enental Application Requirenent Is

Unconstitutional Because It Burdens Substantially Mre

Speech Than Necessary

The problemwith the FDAMA is not its effectiveness in

encour agi ng suppl emental drug applications, but rather the neans

sinply because they nmake speech about off-I|abel uses nore
cunbersone. This argunment is imedi ately suspect because (like

t he suppl enental application requirenment discussed below) it
restricts constitutionally protected speech as an incentive
device. Furthernore, whatever incentive the provisions do create
cannot reasonably be said to advance the governnent’s interest in
a “direct and material way.”
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by which it encourages such applications. The suppl enental
application requirenent of the act amounts to a kind of
constitutional blackmail--conply wwth the statute or sacrifice
your First Amendnent rights. It should go w thout saying that
this tactic cannot survive judicial scrutiny.

Al t hough the governnment may certainly choose (within the
bounds of the Constitution) its own neans to achieve its
legitimate ends, it is worth noting here a few of the neans that
Congress and the FDA have not chosen to effectuate the
substantial interest in encouragi ng manufacturers to seek FDA
approval of off-label uses. The governnent has not chosen to ban
the prescription of drugs for off-label uses. It has not chosen
to prohibit manufacturers fromprofiting from off-| abel
prescriptions. It has not chosen to inpose a fine or other
pecuni ary penalty on manufacturers for failure to seek
suppl enmental applications, nor has it chosen to nore stringently
enforce its statutory authority to prosecute m sbrandi ng.
| nst ead, Congress and the defendants have chosen to condition the
exercise of rights guaranteed by the United States Constitution
upon the subm ssion of a supplenental drug application. Such a
gross inposition upon free speech is in clear violation of the
First Amendnent, and it cannot stand.

It al so bears repeating that there currently do exi st

numer ous incentives for manufacturers to seek approval of off-
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| abel uses. Under the Court’s narrowly applicable injunction,
manuf acturers are still much nore limted in their pronotion of
of f-1abel uses than in the pronotion of approved uses. The
manuf acturers are al so undoubtedly aware of the val ue of FDA
approval as an indication of safety and reliability, certainly
i nportant factors for health care providers choosi ng between
conpeting products as they nmake prescription decisions.

The existing factors encouragi ng suppl enental applications,
along with the many non-speech-restrictive alternatives avail abl e
to the governnent, highlight the degree to which the FDAMA undul y
burdens commerci al speech. The suppl enental application
requi renment burdens substantially nore speech than necessary to
advance the governnent’s legitinmate interest, and it therefore

violates the First Anendnent.

1. CONCLUSI ON
In conclusion, the Court finds that the FDAVA

unconstitutionally restricts protected comercial speech.
Therefore, the Court will deny defendants’ notion to anend the
July 30, 1998 order. The Court will, however, anmend the order
sua sponte to explicitly declare unconstitutional and

unenf orceabl e the FDAVA and its inplenenting regulations. The
order, as anended this date and on Fenruary 16, 1999, shall be

effective i medi ately.
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A separate order will issue this date.

Royce C. Lanberth
United States District Judge
DATE:
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UNI TED STATES DI STRI CT COURT
FOR THE DI STRI CT OF COLUMBI A

WASHI NGTON LEGAL FOUNDATI ON, )
)
Plaintiff, )
)
V. ) Civil Action 94-1306 (RCL)

)
JANE E. HENNEY, in her )
official capacity as )
Comm ssi oner, Food and Drug )
Adm ni stration, )
)
and )
)
DONNA SHALALA, in her official)
capacity as Secretary, )
Depart ment of Heal th and Human)
Servi ces, )
)
Def endant s. )
)

ORDER

Upon consi deration of the supplenental briefs in support of
and opposition to defendants’ notion to alter or anend the
judgnent, and for the reasons set forth in the nmenorandum opi ni on
issued this date, the defendants’ notion is hereby DENIED in
rel evant part.

Havi ng found the Food and Drug Adm ni stration Mdernization
Act and its inplenenting regulations unconstitutional, the Court
hereby AMENDS, sua sponte, its Order Granting Summary Judgnent
and Permanent Injunction, issued July 30, 1998, to explicitly
declare the FDAMA and its inplenenting regul ati ons unenforceabl e.
A Final Anended Order Granting Sunmary Judgnment and Per manent

I njunction, reflecting all anmendnments to the order, wll be



i ssued this date.

SO ORDERED

Royce C. Lanberth
United States District Judge
DATE:



UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

WASHINGTON LEGAL FOUNDATION,)
Plaintiff,

V. Civil Action 94-1306 (RCL)
JANE E. HENNEY, in her officid
capacity as Commissioner, Food
and Drug Administration,

and
DONNA SHALALA, in her officia
capacity as Secretary,
Department of Health and Human
Services,

Defendants.

e e N e T N N N N N N N N N N N

FINAL AMENDED ORDER GRANTING SUMMARY
JUDGMENT AND PERMANENT INJUNCTION

This action is before the Court on the Cross-Motions for Summary Judgment filed by
Plaintiff Washington Legal Foundation (“WLF”) and defendants Jane E. Henney and Donna
Shalala.

Having reviewed the memorandum and other materials submitted, having heard oral
argument and otherwise being fully advised,

THE COURT FINDS that there are no genuine issues of material fact and that WLF is
entitled to judgment as a matter of law; accordingly,

THE COURT GRANTS WLF s Motion for Summary Judgment;

THE COURT DENIES Defendants Cross-Motion for Summary Judgment;
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THE COURT FINDS AND DECLARES that the policies, rules and regulations of the
United States Food and Drug Administration (*FDA”) set forth in the Guidance to Industry on
Dissemination of Reprints of Certain Published, Origina Data, 61 Fed. Reg. 52800 (Oct. 8, 1996)
(the “Reprint Guidance”), Guidance for Industry Funded Dissemination of Reference Texts, 61
Fed. Reg. 52800 (Oct. 8, 1996) (the “ Textbook Guidance”), and Final Guidance on Industry
Supported Scientific and Educational Activities, 62 Fed. Reg. 64074 (Dec. 3, 1997) (the “Fina
CME Guidance”), are contrary to rights secured by the United States Constitution and therefore
must be set aside pursuant to 5 U.S.C. § 706(2)(B) except insofar as they are consistent with the
injunctive provisions below.

THE COURT FURTHER FINDS AND DECLARES that the policies, rules and
regulations of the United States Food and Drug Administration (“FDA”) set forth in the Food and
Drug Administration Modernization Act, 21 U.S.C. 88 360aaa through 360aaa-6, and in the
FDA’s Final Rule on the Dissemination of Information on Unapproved/New Uses for Marketed
Drugs, Biologics, and Devices, 21 C.F.R. Part 99, are contrary to rights secured by the United
States Constitution and therefore must be set aside pursuant to 5 U.S.C. § 706(2)(B) except
insofar as they are consistent with the injunctive provisions below.

THE COURT HEREBY ENJOINS Defendants, their successors, and all persons acting in
concert with them or otherwise purporting to act on behalf of the United States (collectively
“Defendants’) from application or enforcement of any regulation, guidance, policy, order or other
official action , asfollows:

1. Defendants SHALL NOT in any way prohibit, restrict, sanction or otherwise

seek to limit any pharmaceutical or medical device manufacturer or any other person:
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a) from disseminating or redistributing to physicians or other medical professionals
any article concerning prescription drugs or medical devices previous published in abona fide
peer-reviewed professional journal, regardless of whether such article includes a significant or
exclusive focus on unapproved uses for drugs or medical devices that are approved by FDA for
other uses and regardless of whether such article reports the original study on which FDA
approval of the drug or device in question was based;

b) from disseminating or redistributing to physicians or other medical professionals

any reference textbook (including any medical textbook or compendium) or any portion thereof
published by a bona fide independent publisher and otherwise generaly available for sale in
bookstores or other distribution channels where similar books are normally available, regardless of
whether such reference textbook or portion thereof includes a significant or exclusive focus on
unapproved uses for drugs or medical devices that are approved by FDA for other uses;

C) from suggesting content or speakers to an independent program provider in
connection with a continuing medical education seminar program or other symposium regardless
of whether unapproved uses for drugs or medical devices that are approved by FDA for other
uses are to be discussed.

2. For purposes of this injunction, a*bona fide peer-reviewed journa” is ajourna
that uses experts to objectively review and select, rgect, or provide comments about proposed
articles. Such experts should have demonstrated expertise in the subject of the article under
review, and be independent from the journal.

3. For purposes of thisinjunction, a“bona fide independent publisher” isa

publisher that has no common ownership or other corporate affiliation with a pharmaceutical or

- 3-



medical device manufacturer and whose principal business if the publication and distribution of
books through normal distribution channels.

4, For purposes of thisinjunction, an “independent program provider” is an entity
that has no common ownership or other corporate affiliation with a pharmaceutical or medical
device manufacturer, that engages in the business of creating and producing continuing medical
education seminars, programs or other symposia and that is accredited by a national accrediting
organization pertinent to the topic of the seminars, programs or symposia.

5. Nothing herein shall be construed to limit Defendants’ application or
enforcement of any rules, regulations, guidances, statutes or other provisions of law that sanction
the dissemination or redistribution of any material that is false or misleading. In addition,
Defendants may require any pharmaceutical or medical device manufacturer that sponsors or
provides financia support for the dissemination or redistribution of articles or reference textbooks
or for seminars that include references to unapproved uses for drugs or medical devicesthat are
approved by FDA for other uses to disclose (i) itsinterest in such drugs or devices, and (ii) the
fact that the use discussed has not been approved by FDA.

6. Defendants shall cause this injunction to be published in the Federa Register

within 15 days of the date hereof.

IT IS SO ORDERED on this day of , 1999,

THE HONORABLE ROYCE C. LAMBERTH
United States District Judge



